
MEMORANDUM DEPARTMENT OF HEALTH AND HUMAN SERVICES 
PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADMINISTRATION 
CENTER FOR DRUG EVALUATION AND RESEARCH 

fj 4 8 g *cn CAR 22 #v.l 32 

Date: February 24, 2000 

To: Dockets Management Branch (HFA-305) 

From: Melissa Lamb 
Office of Generic Drugs 

Subject: OGD Year End Review 

This memorandum forwards overheads of a presentation to the Dockets 
Management Branch for inclusion in Docket 9OS-0308. The following 
is information on the presentation for the Doc.ket records: 

Title of Presentation: OGD Year End Review 

Presented for: Generic Trade Associations Meeting 

Date Presented: 2/24/00 

Presented by: Gary Buehler 

Number of Pages: 
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OGD Personnel by Discipline 
FY 99 Ceiling Chance 

Chemistry Reviewers 

Bioequivalence Reviewers 

Project Managers/Technician 

Clerical 

Labeling Reviewers 

ManagemeNAdmin. Support 

Microbiologists 

Ap8plication Examiners . . 

Medical Officer 

Computer Specialist 

Statistician 
-----------------_---------------------------------- 

Total 

49 +2 

26 +I 

15 +4 

9 +2 

II +I 

9 

4 +I 

2 

1 

2 

I 
--m-w ----- 

129 140 



+ Relatively New Staff 

l Micro Reviewers: 75% 5 1 Yr 

l Chemistry Reviewers: 20% 5 1 Yr 

l Project Managers: 50% s 1 Yr 
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Chemistry Review Backlog 
Division 2 - 141 Days 

Team 6 
Team 7 

140 Days 

Team 8 
Team 9 

140 Days 
145 Days 
140 Days 



Plan to Reduce Backlog 

1. Continued training and mentoring of 
new reviewers. 
2. Approve overtime requests NOW. 
3. Identify 6610gjams9’ to review process. 
4. Discuss policy and procedure revisions 
to address efficiency problems. 
5. Continue to increase staff. 



Division of Chemistrv I TEAM Structure Thursdav. Februarv 24.2000 
7- d ~-~~~- - -~~--~~~- 

Chemistry I TEAM Leader Team Staff 
TEAM 1 Albert Mueller David Cummings 

Rosario D’Costa 
James Fan 
Raj Bykadi 
Andre Raw 
(due to report) 

d r’ -.- ~-----d ~ -7 - 

Major 
Therapeutic Class 

l Antihypertensives 
l Angiotensin 
l Diuretics 
l Radioactive 
l Radiopaques 
. No,nSteroidal Anti 

Inflammatories 

Labeling 1 Project 
Reviewer Manager 

Jim Bonnie 
Barlow ) McNeal 

TEAM 2 1 Michael Smela Shirley Brown 
Ken Furnkranz 
Mujahid Shaikh 
Bing Cai 
Eugene Schaefer 

l Estrogens 
l Gonadotropins 
l LVPS 
l Cytotoxic 
l Antineoplastic 
l Bronchodialator (MDI) 
l Surgical-Dental 

I 

Teresa 
Watkins ~ Michelle 

’ Dillahunt 

TEAM 3 Paul Schwartz Gil Kang 
, Kathy Woodland 
Nashed Nashed 
Naiqi Ya 
Liang-Lii Huang 

-._._ 
l Anti-anxiety 
l Sedatives 
l Dermatologics 
l Otics 
l Ophthalmics 

1 l Antifungal 
1 l Anti-Infectives 

Lillie Elaine Hu 
Golson 

/ 
j 

TEAM 4 Dave Gill Upinder Atwal 
Shing Liu 
Steve Sherken 
Neeru Takiar 
Robert Trimmer 

l Antipsychotics 
l Corticosteriods 
l Antihistamines 
. -Cough Prep. 
l Muscle Relaxant 
l Contrace,ptive 
l Anabolic Steroids 
l Vitamins 

Debbie Ruby Yu 
Catterson 

Q:U)IVISIONOU)C1-TEAMS-4.DOC . 



Division of Chemistry TX TEAM Structure Thursday, February 24,200O 

Chemistry Major Labeling Project 
II TEAM Leader Team Staff Therapeutic Class Reviewer Manager - .--- 

TEAM 6 Richard Adams l Antibacterial 
Maria Shih ; Anti Fungal* 
Susan Rosencrance l Antineoplastic* Jackie Mark 
Ruth Ganunis l Immuno- Council Anderson 
Susan Zuk suppressants* 

*Fermentation Derived 
I 

TEAM 7 Brenda Arnwine l Anti-Ulcer 
Karen Bernard l Anticonvulsants Koung Lee Kassandra 
Raymond Brown l Antimotility I Sherrod 
Mahnaz Farahani l Anticholinergics 

’ Ijeoma Nnamani l Anorexics 
Radhika Rajagopalan 

TEAM 8 Ubrani 
Venkataram 

Sema Basaran 
Bita Mirzai-Azarm 
Robert Permisohn 
Mouna Selvam 
Lucia Tang 

l Beta-Blockers 
l Ca Channel 

Blockers 
l Anti-arrhythmics 
l Anti depressants 
l Drug Abuse 

Adolph Vezza Tim Ames 

I 

TEAM 9 Glen Smith l Antiviral 
Andrew Langowski l Analgesics Chan ‘Park .Jeen 
Edwin Ramos l Anesthetics Min 

Dominick Roselle ’ l Narcotic agonists 
Mayra Pineiro-Sanchez l Anticoagulants 
Tao-chin Wang 

Q:U)IVISIONUOU)C2-TEAMS6-9.DOC 



+ The Office of Compliance, Division 

of Manufacturing and Product 

Quality has extended the period of 

acceptability of Establishment 

Evaluation Requests under the 

Pre-Approval Inspection Program 

from 1 to 2 years 



l Decision is retroactive as long as 

the follow up request (FUR) 

inspection has not begun 


